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‘ BEST POSSIBLE
CHEMIST REVIEW #2 | 1. Qraanization: HFD-180 2 NDA umber: 20-164

3. Name and Address of Applicant (City & State): | 4 AENumber: _FEB 1 31908 —
Rhone-Poulenc Rorer Pharmaceuticals Inc., R D e — e — :
P~ Box5096 - UL e T . 5 Supplement(s)
i colaRoad e L e —
U _.geville, Pennsylvania 19426-0800 ; Number Sl
6. Name of Drug: - 7. Nonproprietary Name: : SE1-015. 28 FEB 1997 .
Lovenox® Injection enoxaparin sodium- (e - |BC o 26 MAR 1907
oREAa : e fBS o 17 JUN 1897
{BC 18 JUN 1997
e : o {BC [ 100uUL 1997
: a treatment of deep vein thrombosis 19, s and Other orts: ete.) Dates:
and for new 1 mL graduated syringes filled: [ 1. See the Chemistry Review for SE1-016 for the
; 80, or mg of enoxaparin sodium as the previously | complete chemistr j i

approved 100 m 'lmL formulation, manufactured on line 4 at the
*git& S : o
10. Pharmacological Category: | 11. How Dispensed:
antithrombotic oo RXXX OTC i

13.  Dosage Form: S " 14. Potency: T
Injection (SVP) = 1100 mg/mLin glass ot
; LT prefilled syringe; 0.3 and . |
: 0.4 mL/0.5 mL syringe; .|
06,0.8 and 1'mL/1.0mL
syringes - oo

Da‘t‘es::-:?» IR

¥ hemical Name and Structure: See package insert labeling in" . 16 Records and Reports: . -
\e .1, page 51.. B : BT '

e Yes _ No.

| Reviewed
: _Yes: No

CCC e S

Original NDA 20164 -

o HFD-180/DiviFile :

- HFD-180/CSO/KOliver -

- HFD-180/JSisczkowski
HFD-180/Chemist =

Drafted by: Joseph Sieczkowski/2/11/98/WP: c:\wpfiles\chem\S\20164015.20S
Initaled by:EDuffy ‘

TCT . vy

final:

18. Conclusions anc lations: Based on the adequacy of the CMC for the drug produict in Supplement S-016, -
the acceptability of the EA and FONSI by the Environmental Scientist. Ms: Nancy Sager (HFD-357), and the =~ ;
Biopharmaceutics Review conclusion of “satisfactory”; it is concluded by this reviewer that the chemistry section of this
supplement is adequate. Deficiencies in the drug product labeling may be made after supplement approval and ,

coi” - 'ental with the comments submitted by the RHPM, Karen Oliver. : : SRR
19. Reviewer
Name:

Signatire: . :

Date Completed:

Joseph Sieczkowski, Ph.D.

- 2EGY February 11,1998




